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-Class 81(5), BlibHa: c: d: g : 1: m). 
.COMPLETE SPECIFICATION 
Vaginal Douche Composition 



We Tampax Incoepokatbd, a corpora- 
tion of the State of Delaware, United 
States of America, of Three Rivers 
Palmer, Massachusetts, United States ot 

5 America, do hereby declare the inven- 
tion, for which we pray that a patent may 
be granted to us, and the method by 
which it is to be performed, to be par- 
ticularly described in and by the follow- 

1U ing statement: — ■ 

This invention relates to compositions 
adapted to be used for treating: the sur- 
faces of the mucous membranes of the 
human bodv and more particularly to 

15 compositions that may be advantageously 
incorporated in or used as a vaginal 
douche. The present compositions may be 
solids adapted to be dissolved in water to 
form a douche, or relatively concentrated 

20 solutions that must be diluted before use, 
or solutions that are sufficiently dilute so 
that they may be. used without further 
dilution. . 
It is desirable that a douche for general 

25 douching' purposes should have an effec- 
tive cleansing action on the vaginal sur- 
faces, that it be mildly astringent, and 
that it should have an acidity approxmiat- 
ino- that of the normnl vagina, i.e., a pp. 

40 between 3.0 and G.O and preferably 
between 4.0 to 5.0. An alkaline douche rs 
objectionable in that it interferes with 
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irritating and other deleterious proper- 
ties and that they be chemically and phy- 
sically stable so that the composition may 50 
be stored ove r a relatively long period of 
time without deteriorating*. 

It is accordingly nn object of the pre- 
sent invention to provide a mildly acid, 
mildly astringent and effectively deter- 
gent solution for treating exposed or 
readily accessible mucous membrane sur- 
faces. It is another object of the inven- 
tion to provide a solid composition that is 
adapted to b e dissolved in a suitable 60 
medium such as water to form a solution 
of this type that is especially adapted to 
be used as a douche for cleansing vaginal 
surfaces. It i-s still another object of the 
invention to provide a dry, finely divided fio 
solid composition of. this character that 
when dissolved in water forms a clear 
solution and is capable of establishing and 
maintaining a desired acidity, i.e., a £>H 
of the order of 4.0 to 5.0. It is a further 
object of the invention to provide a douche 
■solution of this type that is free from 
components which would destroy the 
Doderlein bacilli normally present in the 
vagina. It is a still further object of the 
invention to provide a douche that is non- 
toxic, completely free from irritating and 
deleterious components and that has a 
beneficial effect on vaginal surf aces with 



70 



objectionable in that it mterteres wiui uenenciiu ea«.i uu yu^u 
the natural reaction of the vaginal tract which it oome s m contact. Other objects 80 
j .K^^-riw tu .iPrPlnmnent of n normal of the invention will be m part obvious 



an f ] disturbs the development of a normal 
35 bacterial flora which i s generally con- 
sidered essential to the maintenance of a 
healthv condition. Hene e it is important 
that the composition used in preparing 
the douche b e capable of establishing and 
10 maintaining a desired acidity of the 
douche solution. Also it is important 
that the douche solution be free from com- 
ponents which would destroy, for 
example, the so-called Doderlein bacilli 
4;. which are normally and desirably present 
in the vagina. It is also desirable that the 
(•omTKmeni* be n on-toxic and free from 



. x the invention will be in part obvious 
and in part pointed out hereafter. 

We have found that the objects of the. 
present invention may be achieved in 
general by providing? a composition com- So 
prising a non-toxic, water-soluble astrin- 
gent selected from the group consisting of 
aluminum ^ and zinc salts and a wetting 
agent that is compatible with the astrin- 
gent in water solution. Although certain 90 
of the salts of metals other than zinc and 
aluminum exhibit an astringent action, 
it has been found that the. zinc and alumi- 
num and more particularly the sulfates of 



BNSDOCID: <GB. 



6B1105A_I_> 



681,100 



these metals have an astringent action 
that is especially favourable in composi- 
tions of the present type. In order to pro- 
vide an effective cleansing' action, we pre- 
6 fer to use a wetting* agent, i.e., one of the 
so-called " soapless detergents ,s as dis- 
tinguished from an ordinary soap. While 
soaps are effectivecleansing a gents for this 
purpose, they are objectionable in that 
10 they are normally alkaline and hence 
tend to alter the normally acid condition 
of the vagina. Moreover, they lose their 
effectiveness when incorporated in acid 
solution and are incompatible with solu- 
L5 tions of zinc and aluminum salts, that is 
to say, they are precipitated by zinc and 
aluminum salts in acid solution. 

We have found that a douche incorpor- 
ating a suitable astringent and wetting 
2U agent as described hereafter, provides an 
unusually effective cleansing- of the 
vaginal surfaces. Such surface^ normally 
have a mucous layer which is substan- 
tially impermeable to most aqueous solu- 
25 tions. The astringent of the present douche 
operates to coagulate or clot this 
mucous layer thus permitting the wetting 
agent to reach and cleanse the underlying 
surfaces. Hence the astringent and wet- 
30 ting agent cooperate to give a detergent 
action that cannot be achieved with either 
component alone. 

In order to prevent destruction of the 
Doderlein bacilli, the wetting agent 
35 used in the present composition is prefer- 
ably non-germicidal. The suitability of a 
welting agent for use in douche composi- 
tions of the present type can be deter- 
mined by subjecting* the wetting agent to 
4U a standard germicidal test against 
Staph. Aureus, as described for example 
in " U.S. Food and Drug Administration 
Methods of Testing Antiseptics- and Dis- 
infectants " in U.S. Department of Agri- 
45 culture's circular No. 198 (December 
1931). Wetting agents, which when 
tested according to this procedure in 
aqueous solution are found to be non- 
germicidal against Staph. Aureus at a 
61) dilution of 1 : 200 are suitable for use in 
a douche of the present type and such 
compounds may b e termed " non-germi- 
cidal " wetting agents. We have found 
that a particular wetting agent, namely, 
65 alkylated aryl polyether alcohol, which 
may be the product sold under the trade 
name Triton X 100, (Triton is a regis- 
tered trade mark) is exceptionally useful 
in compositions of the type disclosed in 
60 this application in that it may be used in 
relatively high concentrations without 
killing Doderlein bacilli. More particu- 
larly we have found that the critical kill- 
ing dilution of the alkylated aryl poly- 
65 etheralcohol against Doderlein bacilli is 



about 1:1000 as compared with 1: 30000 
for the sodium alkyl C 8 to C 18 sulfoace- 
tate and alkyl C s to C I8 metosodium sul- 
fobenzoate. Thus the alkylated aryl poly- 
ether alcohol may be used at substantially 70 
high concentrations and hence the result- 
ing solution has a substantially more 
effective cleansing action. 

The relative proportions of astringent ^ 
and wetting agent are determined in some 75 
measure by the concentration desired in 
the douche solution when ready for use. 
The compatibility of the wetting agent 
and astringent varies somewhat according 
to the particular astringent and wetting 80 ■ 
agents used. We have found that from this 
point of view zinc salts, particularly zinc 
sulfate, are to- be preferred. Other zinc 
salts that may be used are the chloride 
and the acetate. In general, the quantity 85 
of astringent should be sufficient to give 
the desired coagulating action and the 
quantity of wetting agent should be sum- j 
cient to give an effective cleansing action 
but should be so great as to kill the Doder^ 90 
lein bacilli. The solid compositions of the 
present invention are preferably com- 
pounded in such manner that, when they 
are dissolved in water to the final dilu- 
tion for use as a douche, the concentra- 95 
tion of astringent is between 0.06 and 
0.5% by weight of the solution and the 
quantity of wetting agent is between 
0.00016% and 0.1% by weight of the solu- 
tion. The quantity of wetting agent 100 
should not, of course, exceed that which 
can be dissolved without precipitation in 
a solution containing the astringent. 

A& pointed out above, it is desirable that 
the acidity of the solution be established 105 
and maintained at a value approximating 
that of the normal vagina. It has been 
found that when aluminum sulfate, 
ammonium alum, or potassium alum are 
used as astringents the desired acidity is 110 
usually produced by the aluminum salt , 
itself , whereas when zinc salts are used it ^ 
is desirable that a small quantity of an 
acid or acid salt be added to the composi- 
tion to adjust the acidity to a between 115 
3-0 and 6.0 and preferably to a value 
between 4.0 and 5.0. It has been found 
particularly desirable to adjust the acidity 
of the douche with a mixture of sodium 
citrate and sodium acid citrate that pro- ]20 
vides a buffering action which maintains 
the pn of the douche within the desired 
range. The desired acidity can also be 
obtained by using any of various common 
acids such as sulfuric, acetic tartaric, 125 
citric, malic or lactic acid or acid salts 
of these acids. 

In the case of a solution that is to come 
in contact with a permeable membrane 
such as that of the vaginal surface it is ISO 
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desirable that the. solution be approxi- 
mately isotonic or perhaps soinewhat 
hypertonic, i.e., that it contains a suffi- 
cient quantity of sodium chloride to pro- 
5 duce a solution having a concentration 
equivalent to or somewhat greater than 
that of the blood serum. Accordingly the 
compositions of the present invention pre- 
ferably include a quantity of sodium 

ID chloride such that when they are dis- 
. solved in water to the desired final dilu- 
tion they contain ; that sodium 
chloride concentration which will make 
them at least approximately isotonic. 

15 Various agents other than those pre- 
viously mentioned may also be included 
in the solid compositions and solutions of 
the present invention to accomplish 
special purposes. In some cases it is desir- 

20 able. to add a conditioning; agent such as 
lactose which "favors the growth of the 
Doderlein bacilli. Also aromatic com- 
pounds such as menthol, oil of pepper- 
mint and the like may be included to 

25 render the product more agreeable in use. 
In order to point out more fully the 
nature of the present invention, there are 
given below certain specific examples of 
tie invention and its. application in prao- 

30 tical use and also certain modifications 
and alternatives. However, it should be 
understood that thi'se are not intended 
■4o be exhaustive or to be limiting of the 
invention; On the contrary, these illus- 

35 trations and the explanations herein are 
given in ordex to aquaint others skilled 
in the art with this invention and the prin- 
ciples thereof and a suitable manner of 
its application in practical use so that 

40 others skilled in the art may be enabled to 
modify the invention and to adapt it and 
to apply it in numerous forms each as may 
lie best suited to th e requirements of a 
particular use. 

4§ The examples given below are of solid 
compositions that may be dissolved in 
water to form a douche. These composi- 
tions when dissolved in water to the extent 
of 12 £ms. per quart of water yield 

50 douche solutions that are substantially 
inactive toward Doderlein bacilli. As 
indicated above th e astringent content of 
the present douche solutions may vary 
from 0.06% to 0.5% by weight of the 
55 solution. However, not all of the follow- 
ing compositions can. be used at all dihi- 
tion» corresponding to the astringent 
range stated and still be inactive toward 
Doderlein bacilli. In order to avoid des- 

60 traction of the Doderlein bacilli the 
following compositions should be used at 
dilutions such that the wetting- ao;ent 
concentration doe s not exceed about 
1:1000. 



Example. 1. 65 
Parts by 
weight 

Alkylated aryl polyether 

alcohol (Triton X-100) - 2.5 
Alumina Sulfate NF - - 20.0 70 
Lactose USP - - - 20.0 

Sodium Chloride USP - - 57.0 
Aromatics qsad 

Examine 2. 

Parts by 75 
weight 

Alkylated aryl polyether 

alcohol (Triton X-100) - 0.5 
Zinc Sulfate monohydrate 10.3 
Lactose USP - - 10.0 80 

Sodium Citrate USP - - 8.0 
Mono sodium Citrate - - 2.5 
Color and aromatics qsad 
Sodium Chloride UiSP - - 68.4 

Example 3. 85 
Parts by 
weight 

Alkylated aryl polyether 

alcohol (Triton X-100) - 0.5 
Alum exsiccated - - - 7.6 90 
Lactose USP - - 12.0 
Sodium Citrate USP - - 17.5 
Citric Acid anhydrous USP 1.75 
Color and aromatics qsad 
Sodium Chloride USP - - 60.4 95 
Example 4. 

Parts by 
weight 

Alkylated aryl polyether 

alcohol (Triton X-100) - 0.013 100 
Zinc Sulfate monohydrate 10.3 
Lactose USP - 15.0 
Sodium Citrate USP - - 10.0 
Tartaric Acid USP - - - 1.75 
Color and aromatics qsad 105 
Sodium Chloride USP - - 62.3 
Example 5. 

Parts by 
weight 

Alkylated aryl polyether 110 

alcohol (Triton X-100) - 7.5 
Zinc Sulfate monohydrate 10.3 
Lactose USP - 10.0 
Sodium Citrate USP - - 8.0 
Monosodium Citrate - 2.5 115 

Color and aromatics qsad 
Sodium Chloride USP - - 61.4 
E-xampI/E 6. 

Parts by 
weight 120 

Alkylated aryl polyether 

alcohol (Triton X-100) - 0.5 
Zinc Sulfate monohydrate 5.0 
Lactose USP - 10.0 
Sodium Citrate USP - - 8.0 125 
Monosodium Citrate - - 2.5 
Color and aromatics qsad 
Sodium Chloride USP - - 73.7 
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Bx ampul- 7. 



Alkyated aryl polyether 
alcohol (Triton X-100) - 
Zinc Sulfate monohydrate 
Sodium Citrate USP 
Monosodium Citrate 
Color and aromatics qsad 
Sodium Chloride USP - - 

ExAMPIUB 8. 



15 



20 



Parts by 
weight 

0.5 
39.0 
2.5 
- . 2.5 

49.7 

Parts by 
weight 

Alkyated aryl polyether 

alcohol (Triton X-100) - - 9.3 
Zinc Sulfate - monohydrate 5.0 
Lactose USP - 12.3 
Sodium Citrate USP - - 8.0 
Mono sodium Citrate - - 3.7 
Color and Aromatics qsad 
Sodium Chloride USP - - 60.5 
From the foregoing- examples and des- 
criptions, it is apparent that the compos-i- 
_ tions of the present invention may be used 
2d to provide a . douche that is non- toxic, 
free from irritating and deleterious com- 
ponents and has- a beneficial effect on 
vaginal and other mucous membranes 
with which it comes in contact. As pre- 
30 viously stated, the present- compositions 
may be made up in the form of finely 
divided dry solids or in the form of con- 
centrated solutions that may be diluted 
before being used. The solid compositions 
35 should, of course, contain no components 
that are insoluble in water and should 
dissolve completely in water to form a 
clear" solution. The acidity of the solu- 
tions prepared in accordance with the 
40 present invention is established and 
maintained at im 4.0 to 5.0 and there 
is thus no tendency for the. solution to 
niter the normal vaginal acidity. The 
astringent and weifting agent cooperate 
45 in the manner previously described to 
penetrate the thickened mucous masses 
and thoroughly cleanse the surfaces of the 
vagina. The compositions are chemically 
and physically stable and may, if neces- 
50 sary, be stored over long periods of time 
without deterioration. 

Since many, embodiments might be 
made of the present invention and since 
many change^ might be made in the 
55 embodiment disclosed herein, it is to be 
understood that the foregoing* descrip- 
tion is to be interpreted as illustrative 
only and not in a limiting sense. 
WhaJt we claim is : — 



.1. A composition of matter adapted to 60 
be used in a vaginal douche, said com- 
position comprising a nontoxic,, walfcerv-- 
sohible astringent selected from the 
group consisting _ of aluminum and zinc - 
salts and a wetting agent which is an 65 
alkylated aryl polyether alcohol. 

2. A composition adapted to be used in 
a vaginal douche, said composition com- 
prising a non-toxic, water-soluble zinc 
salt as an astringent and. an -alkyated aryl 70 
polyether alcohol as a wetting agemt. - 

3. A composition adapted to be used in 
a vaginal douche, said composition com- 
prising a non-ft-oxic wia^t-er^soluble 
aluminum salt as an astringent and an 75 
alkylated aryl polyether -alcohol as a wet- 
ting agent. 

4. A composition adapted to be dis- 
solved in water and used as a vaginal 
douche, said composition being a dry, 80 
finely divided 3olid comprising a non- 
toxic water-soluble astringent selected 
from the group consisting of aluminum 
and zinc salts and an alkylated aryl 



polyether alcohol as a wetting agent. 



5. A composition as claimed in any of 
the preceding claims, incorporating also 4 
a quantity of an acidic substance sufficient 
to give such douche a im of about 4.0 to 
5.0. 80 

6. A composition as claimed in any of 
the preceding claims, incorporating also 
a quantity of sodium chloride sufficient to 
cause said douche solution to be approxi- 
mately isotonic. * 95 

7. A composition as claimed in any of 
the preceding claims, incorporating also 
a conditioning agent which is lactose. 

S. A composition as claimed in any of 
the preceding claims, wherein the astrin- 100 
gent comprises zinc sulphate. 

9. A composition as claimed in any of 
the preceding claims 5 to 8, wherein the 
acidic substance consists of sodium 
citrate — sodium acid citrate. 105 

10. A vaginal douche comprising a 
water solution of the composition claimed 
in any of the preceding claims, the con- 
centration of said wetting agent in said 
solution being less than 1 : 1000. 110 

11. Compositions of matter adapted to 
be used in a vaginal douche substantially 
as hereinbefore described. 

Dated this 28th dav of March, 1950. 

BAHON & WARREN, 
16, Kensington Square, London, W.8, 
Chartered Patent Agents. 
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